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Sir: 



This paper is responsive to the Office Action mailed from the U.S. Patent and 
Trademark Office on November 23, 2009 and is timely being filed on or before February 
23, 2010. 

Applicant hereby requests a Pre-Appeal Brief Conference as the current claims 
have been rejected twice, yet the rejections were not supported by specific citations in 
any art references. Applicant held an Interview with the Examiner, in which these 
assertions of Applicant were discussed but no agreement was reached with the Examiner. 

Applicant has below provided a list of those claims in which Applicant feels that a 
clear error was made; however, Applicant reserves the right to expand the arguments to 
cover the remaining claims and/or to provide additional arguments for these claims if an 
Appeal Brief is filed. 

Brief Overview of the Claims 

The claims cover a method for administering lansoprazole, comprising 
administering a composition comprising a substrate comprising lansoprazole as sole 
pharmaceutical! y active agent, wherein the substrate does not include an alkaline agent; a 
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subcoating layer comprising sodium stearate as an alkaline agent; and an enteric layer 
over the subcoating layer. 

Rejections Under 35 U.S.C. §103 

Applicant has received multiple rejections for the claims of the above application 
relating to the inclusion of an alkaline agent in the subcoating layer. According to the 
Examiner, the use of sodium stearate as alkalinizing agent in the subcoating layer is 
obvious in view of prior art teachings of use of magnesium stearate in a subcoating layer. 
Applicant maintains that sodium stearate and magnesium stearate are entirely different 
materials, and has repeatedly argued the functional differences between the two. 

1. In an Office Action dated June 23, 2008, the Examiner cited Depui WO 

96/24375 with regard to novelty, and Depui '375 alone and further in view of Lundberg 
EP 1174136, Edgren US 6,210,712 or Depui US 2002/0155153 with regard to 
obviousness. 

Following a personal interview with the Examiner in Sept 2008, Applicant 
submitted a response in which it was argued that the characterizing feature of the 
formulation of the present invention is that the substrate is devoid of an alkaline agent 
while an alkaline agent is provided in the separating layer. In contrast, Depui '375 
teaches a formulation in which the inclusion of an alkaline substance in the core is 
optional, and not a characterizing feature. 

The Examiner referred to specific examples of Depui '375 which included 
magnesium stearate in the subcoating layer, and which the Examiner referred to as an 
alkaline agent. However, as stated in Applicant's response, magnesium stearate is 
referred to in the '375 specification as an example of an additive such as a plasticizer, 
colorant, pigment, filler, antitacking agent or antistatic agent, and is not included in the 
list of possible alkaline agents given elsewhere in the specification. 

As further stated in the response, magnesium stearate is insoluble in ethanol, ether 
and water, hence cannot be defined as an alkaline agent, in contrast to sodium stearate 



{B0544290; 1} 



Application Serial No.: _10/575,809 

Pre-appeal Conference Request dated 5 Feb 2010 

Reply to Office Action of November 23 2009 

Page 3 of 5 

which is the alkalinizing agent of the instant application, such that the two cannot be 
considered functionally equivalent as alkalinizing agents. 

Additionally, the examples referred to by the Examiner comprised omeprazole and 
not lansoprazole as active ingredient, which are not interchangeable. 

With regard to obviousness, the Examiner stated that Depui '375 teaches a 
formulation which differs from that of the present invention only in that a surfactant and 
filler are present in the same layer as the active ingredient, while Ludberg discloses use of 
a surfactant in the subcoating layer of a formulation comprising a proton pump inhibitor. 
However, Depui '375 does not disclose magnesium stearate as being suitable for use as an 
alkaline agent in the separating layer, hence following the teaching of Depui '375 in 
combination with Ludberg would not result in the formulation of the present invention. 

The Examiner also referred to Edgren, which discloses that potassium stearate, 
magnesium stearate and sodium stearate are functionally equivalent. However, the 
functional equivalence was taught in the context of use as lubricants and not as 
alkalinizing agents . No evidence is offered by the Examiner that magnesium stearate and 
sodium stearate are functionally equivalent as alkalinizing agents . 

2. In a subsequent Office Action dated March 12, 2009, the Examiner 

rejected arguments that magnesium stearate and sodium stearate are not functionally 
equivalent as alkalinizing agents , referring again to the teaching of Edgren which states 
that the two stearates are functionally equivalent as lubricating agents. 

Applicant again argued that it would not be obvious in view of the teachings of 
the equivalence of the stearates as lubricants to use sodium stearate instead of magnesium 
stearate as alkalinizing agent , which is an entirely different purpose, and further that the 
inclusion of the stearate in a subcoating layer is not taught in the prior art. Applicant 
submitted evidence in the form of pages from the US Pharmacopeia (attached herewith) 
showing the differences in solubility between the two stearates, which determine their 
ability to function as alkalinizing agents. 

Furthermore, Applicant pointed out that according to the Webster online 
dictionary (http://www.websters-online-dictionary.org/definition/alkali), an alkali is 
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defined as 'any of various water-soluble compounds capable of turning litmus blue and 
reacting with an acid to form a salt and water 1 , a printed copy of which is attached 
herewith. Thus, clearly magnesium stearate cannot be effective as an alkalizing agent; 
furthermore, none of the references cited by the Examiner or available to Applicant 
suggest that in fact magnesium stearate could be effective as an alkalizing agent. 

3. In a further Office Action issued dated November 23, 2009, the Examiner 

maintains that since magnesium stearate and sodium stearate are disclosed as being 
functionally equivalent as lubricants, they are also functionally equivalent for the role of 
alkalinizing agents. The Examiner argued that stearates, which are taken as being 
functionally equivalent for one purpose may also be considered equivalent for an entirely 
different purpose, even though the Examiner acknowledges that the compounds would 
not be expected to have exactly the same properties. 

As discussed above, in view of the low solubility of magnesium stearate in water 
and various organic solvents, this compound cannot be considered to function as an 
alkalinizing agent, in complete contrast to sodium stearate. Therefore the Examiner has 
failed to supply a reference supporting the claim rejections in this regard and has 
effectively argued that the rejections are "inherent" in the prior art cited, despite the 
Applicant's showing of references that demonstrate the opposite facts. 

Overall, Applicant respectfully requests a Notice of Allowance indicating that the 
currently pending claims are allowable. Failing that, Applicant respectfully requests that 
the currently pending claims be returned to prosecution and the above issues addressed 
by the Examiner, in particular by providing specific, relevant references if in fact any 
such references exist; or alternatively, allowing the currently pending claims. 
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CONCLUSION 

Applicant requests a Pre- Appeal Conference to address the above issues. If the 
Examiner believes that a telephonic interview with the undersigned would expedite 
prosecution of this application, the Examiner is cordially invited to call the undersigned 
at (301)952-1011. 



Respectfully submitted, 

/D'vorah Graeser, Reg No 40,000/ 
Date: February 5 2010 D'vorah Graeser, PhD 

Customer No. 77345 Agent for Applicant 

Reg. No. 40,000 c/o Discovery Dispatch 

Tel. No. (301) 952-1011 9003 Florin Way 

Fax No. (301) 952-9023 Upper Marlboro, Maryland 20772 
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